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Study! Investigators:! Dr.! Philip! Doyle,! Ph.D.,! Grace! Scott! B.A.,! M.Sc.! (Candidate),! Kevin!Fung,!B.Sc.,!M.D.!!
1.!Introduction!You! are! being! invited! to! participate! in! a! research! project! investigating! issues! related! to!perceived! fatigue! and! quality! of! life! among! individuals! diagnosed! with! head! and! neck!cancer.! We! are! asking! you! to! take! part! in! this! research! study! because! you! have! been!diagnosed!with!head!and!neck!cancer!and!we!are! interested! in!how! this!experience!may!have!impacted!your!quality!of!life!and!level!of!fatigue.!!The!purpose!of! this! letter! is! to!provide!you!with!the! information!you!require! to!make!an!informed!decision!on!participating!in!this!research.!This!letter!contains!information!to!help!you!decide!whether!or!not!to!participate!in!this!research!study.!It! is! important!for!you!to!understand!why!the!study!is!being!conducted!and!what!it!will!involve.!Please!take!the!time!to!read!this!carefully!and!feel!free!to!ask!questions!if!anything!is!unclear!or!there!are!words!or!phrases!you!do!not!understand.!You!will!be!given!a!copy!of!this!letter!to!keep!for!your!records.!!
2.!Purpose!of!Study!The! purpose! of! this! study! is! to! investigate! the! impact! of! head! and! neck! cancer! on! your!perceived! quality! of! life! and! level! of! fatigue.! We! are! conducting! this! study! in! order! to!determine!how!the!experience!of!living!with!head!and!neck!cancer!affects!specific!areas!of!your! life! (e.g.,! physical! side!effects,! emotional! strain,! social! isolation).!We!are! specifically!interested!in!understanding!your!perceived!level!of!fatigue!and!how!these!areas!influence!your!quality!of!life.!This!study!will!examine!areas!of!concern!affecting!quality!of!life!in!100!individuals!who!have!been!diagnosed!with!head!and!neck!cancer.!!
The specific questions to be addressed are:   
 
a.) What! is! the! overall! presence! of! fatigue! in! a! sample! of! individuals! diagnosed!with!head!and!neck!cancer!and!how!does! this! rate!compare! to!previous! findings! in! the!literature?!
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b)Is!there!a!relationship!between!fatigue!of!perceived!level!and!overall!quality!of!life!among!individuals!diagnosed!with!head!and!neck!cancer?!c)!Is!there!a!relationship!between!fatigue!level!and!specific,domains!of!quality!of!life!(e.g.,!physical,!psychological,!social)!among!individuals!diagnosed!with!head!and!neck!cancer?!!This!study!represents!a!M.Sc.!thesis!project!for!one!of!the!investigators!(G.S.).!!
3.#Activities#Participants#Will#Take#Part#In#If! you! agree! to! participate,! you! will! be! given! a! package! containing:! one! (1)! page! of!demographic! information! (i.e.,! age,! sex,! marital! status,! etc.)! to! complete! and! four! (4)!questionnaires!to!complete!regarding!your!personal!feelings!related!to!your!quality!of!life!and! fatigue! level! in!relation! to!your!cancer.!The!questionnaires!have!been!used!before! in!research! and! include! the! Fatigue! Symptom! Inventory! (FSI)! to! measure! fatigue,! the!Multidimensional! Fatigue! Inventory! (MFIJ20)! to! measure! fatigue,! the! European!Organization!for!Research!and!Treatment!of!Cancer!(EORTC)!Quality!of!Life!Questionnaire!(EORTCJQLQJC30),! and! the! EORTC!Head! and! Neck!module! (EORTCJQLQJH&N35),! which!measure!your!quality!of!life.!The!order!of!these!questionnaires!will!be!randomly!assigned,!and! each! questionnaire! should! be! filled! out! according! to! the! enclosed! instructions.! We!anticipate!that!it!will!take!approximately!15J30!minutes!to!complete!these!tasks.!This!will!mark! the! first! assessment! of! five! (5)! to! be! completed.! Participants! also! will! be! mailed!follow!up!assessments!after!3,!6,!9!and!12!months! time.!For!some!assessments,!you!may!complete!these!at!home!and!mail!them!to!Dr.!Doyle!at!Western!University;!If!you!desire!to!return!your!information!via!mail,!you!will!be!provided!with!a!preJpaid!and!preJaddressed!envelope!for!your!ease!in!returning!the!questionnaires.!!!On!four!occasions!(3,!6,!9!and!12!months!follow!up)!after!our!initial!meeting!and!obtaining!your!written!consent!during!the!first!visit,!participants!will!be!mailed!a!package!containing!the! same! materials! that! were! included! in! the! initial! assessment.! The! order! of! these!questionnaires!will! once! again! be! randomly! assigned,! and! each! questionnaire! should! be!filled!out! according! to! the! enclosed! instructions! in! a! location!of! your! choosing! (i.e.,! your!home!or!private!office).!Additional!pages!will!be!provided!for!you!to!include!any!additional!information!you!would!like!to!share!on!the!given!subject.!!!Once! you! have! completed! all! tasks,! please! place! all! of! the! completed! material! in! the!addressed! and! preJpaid! envelope! and! place! it! in! the! mail! to! return! the! package! to! the!investigators.!!
#Please!note!that#you!will!not!be!compensated!for!your!participation!in!this!research.!!
4.#Exclusion#Criteria#You!will!be!excluded! from!participating! in! the!study! if!you!are!younger! than!20!or!older!than!80!years!of!age,!if!you!have!recurrence!of!your!cancer,!if!you!received!your!diagnosis!more!than!24!months!ago,!if!you!have!cancer!in!any!other!areas!of!your!body,!if!you!do!not!
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read/speak!English,!or! if! you!are!unable! to! see! the!questionnaires.!These! criteria!are! set!because! the! investigators!are! trying! to!obtain! information! regarding! the!quality!of! life! in!individuals!who!are!between!20!and!80!years!of! age!and!whose!quality!of! life!may!have!been! affected! by! head! and! neck! cancer,! and! who! are! not! currently! being! treated! for! a!recurrence! or! other! cancers! (as! this! may! influence! one’s! current! quality! of! life! and/or!fatigue!level).!!Requirements!regarding!the!ability!to!speak!and!read!English!as!well!as!the!ability!to!see!are!necessary,!as!the!tasks!involved!in!this!study!require!participants!to!read!and!understand!the!questionnaires!in!English.!!If!you!are!participating!in!another!study!at!this!time,!please!inform!the!researchers!right!away!to!determine!if!it!is!appropriate!for!you!to!participate!in!this!study.!!
5.#Possible#Risks#Involved##There!are!no!foreseeable!risks,!harms,!nor!discomforts! incurred!from!the!participation!in!this! study.! However,! you! will! be! asked! to! complete! questionnaires! that! may! delve! into!sensitive! topics! affecting! your! quality! of! life! and! distress! level! and! as! a! result! you!may!experience! negative! emotions.! If! this! occurs,! we! would! request! that! you! contact! your!physician,! or! a!member!of! the! research! team! should! you! require! assistance! in!managing!these!negative!emotions.!!!
6.#Possible#Benefits#Involved#There!are!no!direct!benefits!to!the!research!participants!as!a!result!of!their!participation!in!this! study.! However,! as! a! result! of! their! participation,! participants! may! gain! a! better!understanding! of! the! different! and! specific! areas! affecting! their! overall! QOL! and! fatigue!level.!!!!
7.#Voluntary#Participation#Participation!in!this!study!is!voluntary.!You!may!refuse!to!participate,!refuse!to!answer!any!questions!or!withdraw!from!the!study!at!any!time!with!no!effect!on!your!current!or!future!medical!care.!You!do!not!waive!any!legal!rights!by!signing!the!consent!form.!
#




Study# Investigators:! Dr.! Philip! Doyle,! Ph.D.,! Grace! Scott! B.A.,! M.Sc.! (Candidate),! Kevin!Fung,!B.Sc.,!M.D.!!Please!read!the!following!questions!carefully!and!provide!answers!as!accurately!as!possible.!For!multiple!choice!options,!please!circle!all!choices!that!apply!to!you.!If!no!suitable!options!exist,!please!use!the!space!provided!to!explain.!!!
Sex:! M!!!/!!!!F!!!!/!Other!!
Age:!!!____________!!





# a) Oral!cavity!(ie.!lip,!tongue,!cheek,!tonsil,!etc.)!b) Larynx!(voice!box)!c) Throat!(ie.!pharynx,!hypopharynx,!oropharynx)!d) Thyroid!e) Sinuses/Paranasal!sinuses!f) Other!!If!“other”,!please!specify:!____________________________________________________________________!!
Method#of#Treatment:#




# a) Married!b) Separated!c) Divorced!d) Widowed!e) CommonJlaw!f) Engaged!g) Single!!h) Other!!If!“other”,!please!specify:!____________________________________________________________________!
#
Occupational#Status:!! a) Currently!working!–!fullJtime!b) Currently!working!–!partJtime!c) Volunteer!d) Retired!e) Other!!If!“other”,!please!specify:!____________________________________________________________________!!
Highest#Level#of#Education#Achieved:#! a) Completed!High!school!b) Completed!College!c) Undergraduate!University!degree!d) PostJgraduate!University!degree!e) Other!!If!“other”,!please!specify:!____________________________________________________________________!!!Please!feel!free!to!include!any!additional!information!that!you!feel!is!important!specific!to!this!project!in!the!space!provided!below!or!on!the!opposite!side!of!this!document.!Thank!you.!_________________________________________________________________________________________________!_________________________________________________________________________________________________!_________________________________________________________________________________________________!_________________________________________________________________________________________________!! !
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APPENDIX!D!
THE FATIGUE SYMPTOM INVENTORY1
   Please  select  the  answers  that  most  accurately  reﬂect  your  fatigue  during  the  past  week.  
1.   Rate  your  level  of  fatigue  on  the  day  you  felt  most  fatigued  during  the  past  week:
   0  =  not  fatigued  at  all         10  =  as  fatigued  as  I  could  be
 0 1 2 3 4 5 6 7 8 9 10
2.   Rate  your  level  of  fatigue  on  the  day  you  felt  least  fatigued  during  the  past  week:
 0 1 2 3 4 5 6 7 8 9 10
3.   Rate  your  level  of  fatigue  on  the  average  during  the  past  week:
 0 1 2 3 4 5 6 7 8 9 10
4.   Rate  your  level  of  fatigue  right  now:
 0 1 2 3 4 5 6 7 8 9 10
5.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  general  level  of  activity:
   0  =  no  interference            10  =  extreme  interference
 0 1 2 3 4 5 6 7 8 9 10
6.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  ability  to  bathe  and  dress  yourself:
 0 1 2 3 4 5 6 7 8 9 10
7.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  normal  work  activity  (includes  both
   work  outside  the  home  and  housework):
 0 1 2 3 4 5 6 7 8 9 10
8.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  ability  to  concentrate:
 0 1 2 3 4 5 6 7 8 9 10
9.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  relations  with  other  people:
 0 1 2 3 4 5 6 7 8 9 10
10.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  enjoyment  of  life:
 0 1 2 3 4 5 6 7 8 9 10
11.   Rate  how  much,  in  the  past  week,  fatigue  interfered  with  your  mood:
 0 1 2 3 4 5 6 7 8 9 10
12.   Indicate  how  many  days,  in  the  past  week,  you  felt  fatigued  for  any  part  of  the  day:
 0 1 2 3 4 5 6 7
13.   Rate  how  much  of  the  day,  on  average,  you  felt  fatigued  in  the  past  week:
   0  =  none  of  the  day            10  =  the  entire  day
 0 1 2 3 4 5 6 7 8 9 10
14.   Indicate  which  of  the  following  best  describes  the  daily  pattern  of  your  fatigue  in  the  past  week:
   0  =  no  fatigue,  1  =  mostly  morning,  2  =  mostly  afternoon,  3  =  mostly  evening,  4  =  no  pattern
 0   1   2   3   4











EORTC QLQ-C30 (version 3)  
 
We are interested in some things about you and your health. Please answer all of the questions yourself by circling the 
number that best applies to you. There are no "right" or "wrong" answers. The information that you provide will 
remain strictly confidential. 
 
Please fill in your initials: bbbb 
Your birthdate (Day, Month, Year): cececdde 
Today's date (Day, Month, Year):  31 cececdde 
__________________________________________________________________________________________ 
  Not at A Quite Very 
  All Little a Bit Much 
1. Do you have any trouble doing strenuous activities,  
 like carrying a heavy shopping bag or a suitcase? 1 2 3 4 
 
2. Do you have any trouble taking a long walk? 1 2 3 4 
 
3. Do you have any trouble taking a short walk outside of the house? 1 2 3 4 
 
4. Do you need to stay in bed or a chair during the day? 1 2 3 4  
 
5. Do you need help with eating, dressing, washing  
 yourself or using the toilet? 1 2 3 4 
 
 
During the past week:  Not at A Quite Very 
  All Little a Bit Much 
 
6. Were you limited in doing either your work or other daily activities? 1 2 3 4 
 
7. Were you limited in pursuing your hobbies or other 
 leisure time activities? 1 2 3 4 
 
8. Were you short of breath? 1 2 3 4 
 
9. Have you had pain? 1 2 3 4 
 
10. Did you need to rest? 1 2 3 4 
 
11. Have you had trouble sleeping? 1 2 3 4 
 
12. Have you felt weak? 1 2 3 4 
 
13. Have you lacked appetite? 1 2 3 4 
 
14. Have you felt nauseated? 1 2 3 4 
 
15. Have you vomited? 1 2 3 4 
 
16. Have you been constipated? 1 2 3 4 
 









During the past week:  Not at A Quite Very 
  All Little a Bit Much 
 
17. Have you had diarrhea? 1 2 3 4 
 
18. Were you tired? 1 2 3 4 
 
19. Did pain interfere with your daily activities? 1 2 3 4 
 
20. Have you had difficulty in concentrating on things, 
 like reading a newspaper or watching television? 1 2 3 4 
 
21. Did you feel tense? 1 2 3 4 
 
22. Did you worry? 1 2 3 4 
 
23. Did you feel irritable? 1 2 3 4 
 
24. Did you feel depressed? 1 2 3 4 
 
25. Have you had difficulty remembering things? 1 2 3 4 
 
26. Has your physical condition or medical treatment 
 interfered with your family life? 1 2 3 4 
 
27. Has your physical condition or medical treatment 
 interfered with your social activities? 1 2 3 4 
 
28. Has your physical condition or medical treatment 
 caused you financial difficulties? 1 2 3 4 
 
 
For the following questions please circle the number between 1 and 7 that  
best applies to you 
 
29. How would you rate your overall health during the past week? 
 
  1 2 3 4 5 6 7 
 
 Very poor      Excellent 
 
 
30. How would you rate your overall quality of life during the past week? 
 
  1 2 3 4 5 6 7 
 
 Very poor      Excellent 
 
 




EORTC QLQ - H&N35
Patients sometimes report that they have the following symptoms or problems. Please indicate the
extent to which you have experienced these symptoms or problems during the past week. Please
answer by circling the number that best applies to you.
During the past week: Not A Quite Very
at all little a bit much
31. Have you had pain in your mouth? 1 2 3 4
32. Have you had pain in your jaw? 1 2 3 4
33. Have you had soreness in your mouth? 1 2 3 4
34. Have you had a painful throat? 1 2 3 4
35. Have you had problems swallowing liquids? 1 2 3 4
36. Have you had problems swallowing pureed food? 1 2 3 4
37. Have you had problems swallowing solid food? 1 2 3 4
38. Have you choked when swallowing? 1 2 3 4
39. Have you had problems with your teeth? 1 2 3 4
40. Have you had problems opening your mouth wide? 1 2 3 4
41. Have you had a dry mouth? 1 2 3 4
42. Have you had sticky saliva? 1 2 3 4
43. Have you had problems with your sense of smell? 1 2 3 4
44. Have you had problems with your sense of taste? 1 2 3 4
45. Have you coughed? 1 2 3 4
46. Have you been hoarse? 1 2 3 4
47. Have you felt ill? 1 2 3 4
48. Has your appearance bothered you? 1 2 3 4




During the past week: Not A Quite Very
at all little a bit much
49. Have you had trouble eating? 1 2 3 4
50. Have you had trouble eating in front of your family? 1 2 3 4
51. Have you had trouble eating in front of other people? 1 2 3 4
52. Have you had trouble enjoying your meals? 1 2 3 4
53. Have you had trouble talking to other people? 1 2 3 4
54. Have you had trouble talking on the telephone? 1 2 3 4
55. Have you had trouble having social contact with your family? 1 2 3 4
56. Have you had trouble having social contact with friends? 1 2 3 4
57. Have you had trouble going out in public? 1 2 3 4
58. Have you had trouble having physical
contact with family or friends? 1 2 3 4
59. Have you felt less interest in sex? 1 2 3 4
60. Have you felt less sexual enjoyment? 1 2 3 4
During the past week: No Yes
61. Have you used pain-killers? 1 2
62. Have you taken any nutritional supplements (excluding vitamins)? 1 2
63. Have you used a feeding tube? 1 2
64. Have you lost weight? 1 2
65. Have you gained weight? 1 2
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